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Each gram contains tretinoin 0.1% (1 mg) in a hydrophilic cream vehicle
which includes the following inactive ingredients: stearic acid, isopropyl
myristale, polyoxyl 40 siearate, stearyl akcohol, xanthan gum, sorbic acid,
butylated hydroxytoluens, and purified water.

For External Use Only, Not for Ophthaimic Uss.

Usual Dosage: Sea package insarl.

Store below 27°C (80°F).

important: Do not use if seal has besn punctured or is not visible.
To Qpen: Use cap to punciure seal.

Warning: KEEP THIS AND ALL DRUGS OUT OF THE REACH OF
CHILDREN.

Ses crimp end tor lot humber and expiration date.
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< TretinoiIL Cream, USP

For External Use Only, Not for Ophthaimic Use.
Each gram conlains frebnoin 0.1% (1mg) in a hydrophilic cream vehicle which includes Ihe lolowing inactive ingradients: stearic acid,
isopropyl myristate. polyoxyt 40 slearate, steary! alcohol. xanthan gum, sorbic acid, butytaled hydroxytoluene, and purified waler.

h’] Usual Dosage  See package insert.
= Store below 27°C (80°F).
b Warning: KEEP THIS AND ALL DRUGS OUT OF THE REACH OF CHILDREN.
w
i Pharmacist please note the combined inserl Unless otharwise insiructed by physician, disp p iption with patk
paciags incor! ~nlv Remove physician package insert at perforation.
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To Open: To puncture the seal, reverse the cap and place the purdiure-top onto the tube

Important: The apening of this product is covered by a metal seal. i this seal has been
punctured or 13 not visible. do not use and return product 1o place of purchase.
Push down firmly until seal is open. To close. screw the cap back onto the tube.
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THIS LEAFLET TELLS YOU ABOUT TRETINOIN ACNE TREATMENT AS PRESCRIBED BY YOUR
PHYSICIAN, TS PRODUCT IS TO BE USED ONLY ACCORDING TO YOUR DOCTOR'S INSTRUC-
TIONE, AND IT 3HOULD NOT BE APPLIED TD OTHER AREAS OF THE BODY OR TO OTHER
GROWTHS OR LESIONS. THE LONG-TERM SAFETY AND EFFECTIVENESS OF THIS PRODUCT IN
OTHER DISORDERS HAVE NOT BEEN EVALUATED. iF YOU HAVE ANY QUESTIONS, BE SURE TO
ASK YOUR DOCTOR.

WARNINGS AND PRECAUTIONS

The affecis of the sun on your skin. As you know, overexpasure to natural suntight or the artifi-
cial sunlight of a sunlamp can causé sunbum. Ovarexposure 10 the Sun over many years may cause
premature aging of the skin 2nd even skin cancar. The chances of these atfects occurring will vary
depending on skin type, the climate and tha care taken to awoid overexposure to the sun. Therapy
with tretingin may make your skin more susceptible to sunburn and other adverse eftects of the sun,
50 unpratected exposure lo natural or artificial sunlight should b minimized,

Laboratory findings. Whan laboratory mice are exposed to artificial Sunlight, they often oevelop
skin tumors. These suntight-induced tumors may appear more quickly ang in preater number if the

_conditions, howgver, when mice traatad with trehinoin were exposed 1o Rrficial Sunlight, the ingi-
dence and rate of develppment of skin lumors wis reduced. Thene is no avidence to date that tretinoin
done will cause the development of Skin lumaors in slthar laboratory animals or humans. However,
iMaSHgations in tVs area are continuing.

Use cawlion in the sun. When ouisite, even on hary days, areas treated with tretincin shoukd be
profected. An effective sunscreen should be used any lime vou are putside {consui your physician
tor a recommendation ot an SPF level which will provide you with the necessary high lavel of pro-
tection}. For extended sun exposure, protactive clothing. bike a hat, shoutd be worn. Do nol usa aru-
licial suniasps while you arg using tretinoin. M you do become sunburnad, stop your therapy with
retingin until your skin has recovered.

Avold sxcessive sxposure 1o wind o7 sold. Extremes of climate tend to dry or bum normal skin,
Skin freated with trelingin may be more vuinerabie lo thess extremes. Your physician can
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Read Directions Carefully Before Using

mouse is aiso topically traated with the active ingradient tretingin, In Some studies,- unter differant -
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Tretinoin PATIENT INSTRUCTIONS o
Acne Treatment [ ony]
Cream, uspP IMPORTANT For External Use Only.

Not For Ophthalmic Use.

recommend ways 10 Manage your acne treztmant endar such conditions.

Possibie prablems. The skint of certain sensitive individuals may become excessivety red, swolien,
biisterad or crusted. M you are axperiencing sevare or parsisient imtation. discontinue the use of
tretingin and consult your physician.

There have been raports that, in soma patients, areas treated with retinoin developed a temporary
increass or decrease in the amount of skin pigmeni {color) prasent. The pigment in these areas
retuned to normal either when the skin was allowed 10 adjust to tretinoin or therapy was
fscontinued.

Lize othar medication only on your physician’s advice. Only your physician knows which oiher
medications may ba heipful during trsatmenm and will recommend them 1o you if necessary. Follow
the physician’s instructions carstully. 1n addition, you shoukd awoid preparations 1ha! may dry or im-
tate your skin. These praparations may inClude certain asinngents, tolletries comaining akcohok, spices
of Nme, or certain medicated S0aps, Shampoos and hair permanent solutions. Do not aliow amyons
sise o usa this medication.

Do not usa other medications with tretinoin which are not recommended by your doctor. The
medications you have used in the past might cause unnacessary raaness or peeling.

—. I YOU are progaant; think youssre-pregaact er ave axrting an infant: No stucies have been con-
ducted in havnant S0 SEtabHEh 1-SutMy of tretinoin in-pregnant women. i you are pregnani, think
YOu are pregnam, or are nursing a baby, Consult your physician before using this medication.

AND WHILE YOU'RE ON TRETINOIN THERAPY

Use 2 mild. non-medicated seap. Avoid frequent washings and harsh scrubbing. Acne isnt
caused by dirt, 50 no matter how hard you scrub, you can't wash it away. Washing too trequantly
or s¢rubbing teo roughly may at limes aciually make your acns worse. Wash your skin pently with
a miki, bland s0ap. Two or Thres times a day should be stfficient. Pat skin Gry with a towel. Lat the
face dry 20 16 30 minutes before apphying tratinoin, Remember, axcessive irftation such as rubbing,
100 much washing, use of other medications not supgesied by your physician, etc., may worsen
your acne.

Remove this portion before dispensing.

0E08

dSN ‘wealn uiouljall

‘palou s1 sjueipesbuy

ow jo Aue o) AyamisuesiadAy Ji PENUHUCISID Bq PINOYS Jonposd BU) JO 85 (SUCHEPURUOD
‘g0 [eInionas Bumoliop

412 51 wounan ‘Ageshusys

pioe 21Qi0s “sslem payund 'olpiesis Oy
eanoeu; Buimolioy eyl sapnjou

%40 UICUNBA SUEUOD WY LIoWal |0 weib

"PAUSIKIEISE WD JOU SARY SIDPIOSIP JAYI0 JO
EHD

wewies ay; W 1anposd sup jo esn wiey-Buo) s Jo Asexye pue Aeges ay) suebina euoe jo

wawjean oy W uogeidde fexdol 10} palEIPLN S WESID woune) taBesn pur suonEdIPY]

*HO

0) PEsn s1 gSn ‘wea) wounes) uopdpasag

"SBUOPBWIND 8y} jO uorsnxa Buisneo S92 Ereyde KRINN0Y JO JrouINY

peseaiou pue AJAITE oMU Sejeinws wiouel) ‘Seuocnippy U0 LD ODSILIOD0INL PASEEIIED
Uim spIao [elsyude SN0} JO SSEUBAISELOD SBsBaINep wougal) [exida jey sisebbns eauapne

WBLND 'UMCLHUN $1 UICLNDY JO LONDE JO apoi Jaexe ey ybnoyly :ABojoasuueyy [eamuyD

g3
g8a
eFa
/ gy 2
rar
CF i
%63::
y/ g€3%
Dag3eg
g 5«155‘%
/ g@Ep &
08553 g
£ £=23%3 Sm
F g S22 55 =
o I 55@35 Sm
S2g5g O
azizz B8
gi35¢ =3
n
25888 §¢
.,g-g%;% 58
Bosim c©
35872 @32
§328¢8 O

131




Tretincin Cream 0.1%
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HOW TD 1SE TRETINDIN
To get the best results with tretingin therapy, 1 i necesSary to usa it property. Forgat abourt the
instructions given for other products and the xdvice of frends. Just stick to the spacial plan your
docior has laid out for you and be patient. Remamber, when tretingin is used property, many users
ste improvemant by 12 weeks. AGAIN, FOLLOW IKSTRUCTIONS — BE PATIENT — DON'T START
AND STOP THERAPY ON YOUR OWN — IF YOU HAVE QUESTIONS, ASK YOUR DOCTOR.

To heip you use the madication correctly, keep these simphe instructions in mind.
= Apply tretinoin once daily Defore bedtime, of as directed by
your physician. Your physician may advise, especially if vour
skin is sansitive, that you start your thempy by apphying
tretingin every otiér night. First, wash with & mild Soap ang
dry your skin gentty. WAIT 20 to 30 MINUTES BEFORE
APPLYING MEDICATION: it is impostant dor skin 1o be
complelely dry in order 10 minimize possibie irrtation.
I\ is better not to usé riore than the smoum suggested by
your physician or to apply more frequesttly than instructed.
Too much may irritate the skin, waste madication angd won't
give faster or betier results.
Keep the medication away from the cormers of the nose,
mouth. eyes and open wounds. Spread away Irom thess areas
when applying.
Cream: Squeeze about 2 half inch or kess of medication onta the fingartip. While that should be
enough for your whole face, after you have Some experience with the medication you may find
you need slightly mors or less to go the job. The medication should becomse invisible aimost
immadiately. It it is S4ll visible, you are using too much. Cover the atfected area lightly with
tretinoin cream by first dabbing it on your forehead. chin and both cheeks, then spreading it
ovar the entirg aifected area, Smoolh gently info 1he skin,
It is recommended that you apply a moisturizer or a moisturizer with sunscreen that will not
aggravaie your acne (noncomedogenic) every moming after you wash.

WHAT TO EXPECT WITH YOUR NEW TREATMENT
Tretinoin works deep insida your skin and this takes time. You cannot make tretinoin work any
taster by appkying more than one dose each day, but an excess amount of tretinoin may imiate your
skin. Be patient.

Thera may be some discomtont or pasling durtng 1he early days of treatment. Some patients also
notice that their skin begins 10 take on 2 biush.

These reactions do not happen 10 averyone. i they do. 1 IS just your Skin adjusting o tretinoin
and this usually subsides within two 1o four weeks. Thase reaclions can usually be minimized
by following instructions carsfully. Should the etiects become excessively troublesome, consult
your docior.

BY THREE TO SN WEEKS, some patiems notice an appearance of new biemishes (papules and
pustulas). At this siage It is imporTant oy continue using tretingin,

It tretinoin is going to have a beneficial affect tor you. you $hould notice a continued impsovement
in your appearance atter 6 to 12 weeks of therapy. Dont be distouraged if you see no immediate
improvement, Don't stop treatment at the first signs of improvement.

Once your acne is under control you should continue reguiar application of tretinoin untit your
physician instructs otherwise.
Rev. 984
8026
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Distributed By
Ganeva Pharmaceuticals, Inc.
Broomfield, CO 8002¢

Remove this portion befora dispensing.
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y. belore retiring, to

all adverse effects of tretinoin have been

respectively (assuming a 50 kg adult applies 250 mg
reversible upon discontinuance of therapy (see Dosage And Administration Secticn).

of 0.1% cream topically). However, al these topical doses, detayed ossification of a number of

using enough o cover the entire affected area lightly,

Application may cause a transitory feeling of warmth or slight stinging. In cases where it has
continue therapy or to reduce the frequency of application,

therapy may be resumed or frequency of application increased whan the patients become able
drug concentration, or dose frequency should be closely monitored by

or crusted. If these effects occur, the medication should either be dis-
careful observation of the clinical therapeutic response and skin lolerance.

The skin of certain sensitive individuals may become excessively red
continued until the integrity of the skin is restored, or the medication should be a
peeting, or discomiort may occur. Oral ingestion of the drug may lead to

Overdosage: If medication is applied excessively, na more rapid or better results will be obtained
the same side effects as those assoclated with excessive oral intaks of Vitamin A.

Nursing Mothers: It is not known whether this drug is excreted in human mitk. Because many
drugs are excreted in human milk, caution should be exercised when betinoin is used by a

opment and are usually corrected after weaning. There are o adequate and well-controlled styud-
Dosage And Administration: Tretinoin cream should be applied once a da

ies in pregnant women, Tretinoin should be used during pregnancy only if the potential benefit

Temporary hyper- or hypopigmentation has been reported with rapeated application of a

bones occurred in both species. These changes may be considered variants of normal devel-
tretinoin preparation. Some individuals have been reported to have heightened susce

Topical tretincin has not been shown to be teratogenic in rats and rabbits when given in doses of

level the patient can tolerate. True contact allergy to fopical Wretinoin is rarel
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y lesions may occur,

Ouring the early weeks of therapy, an apparent exacerbation of inflammator
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